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DETAILED ACTION 

Notice to Applicant 

[1] This communication is in response to the patent application filed 23 October 2001 . It is 
noted that this application benefits from Provisional Patent Application Serial No. 60/242,996 
filed 25 October 2000. Claims 1-16 are pending. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

[2] Claims 1-16 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

[A] In claim 1 of the present case, the applicant recites the phrase "providing a 
pharmaceutical product supplier 11 (Claim 1; line 7 and lines 16/17). It is unclear as to the entity 
distributing "said disease management related materials". Specifically, as the claim is presently 
written, the entity could be a pharmaceutical company or a pharmacy. Depending on the 
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interpretation of the reader, the claimed invention could be directed to a pharmaceutical 
manufacturer implementing a mandatory disease management regimen to accompany the 
distribution of a drug or, alternatively, the invention could be directed to a pharmacist simply 
distributing guidelines to a patient as to the best mode of treatment. 

[B] Further, also in claim 1 of the present case, the applicant recites the limitation "means of 
communication between said doctor, a patient, and said pharmaceutical supplier". It is unclear if 
the applicant intends to enable three-way communication among the respective parties, as would 
be the case with a network environment, or if two-way communication between any two of the 
respective parties would meet this requirement of the claim. 

[C] Therefore, claim 1 is rejected under 35 U.S.C. 1 12 as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which the applicant regards as the 
invention. 

[D] Claims 2-13 when analyzed in the same manner described above with respect to claim 1, 
are also rejected under 35 U.S.C. 1 12 as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which the applicant regards as the invention. 

[E] Claims 14 and 15 are rejected under 35 U.S.C. 1 12 as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which the applicant regards as the 
invention. Specifically, in line 6 of claim 14 and line 7 of claim 15, the applicant recites the 
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limitation "providing a pharmaceutical supplier". This limitation renders the claim indefinite by 
the same analysis as applied to claim 1 above. 

[F] Further, claim 14 recites the limitation "said disease state management program" in lines 
9/10 or the claim. There is insufficient antecedent basis for this limitation in the claim. 

[G] Claim 16, by virtue of their dependence on claim 15, and when analyzed in the same 
manner described with respect to claim 15, also fails to particularly point out and distinctly claim 
the subject matter which the applicant regards as the invention. Therefore, claim 16 is rejected 
under 35 U.S.C. 112 as well. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

[3] Claims 1-4, 6-1 1, and 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Portwood et al. (United States Patent #6,305,377) in view of Akers et al. (United States 
Patent #6,1 12,1 82). 
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[A] As per claim 1, Portwood et al., teaches a method for distributing pharmaceutical 
products comprising the steps of: developing a disease management program and related 
materials having specific relevance to a counterpart pharmaceutical product to be distributed in 
conjunction with said counterpart pharmaceutical product (Portwood et al.; Abstract, col. 2, lines 
1-30, and coL 7, lines 16-31); communicating to a doctor said disease management program and 
said related materials and said relevance of said program and said materials to said counterpart 
pharmaceutical product (Portwood et al.; col. 7, lines 16-35, and col. 8, lines 14-29); and 
providing means of communication between said doctor, a patient for whom said doctor has 
prescribed said disease management program and its counterpart drug, and said pharmaceutical 
product supplier (Portwood et al.; col. 6, lines 66-67 and col. 7, lines 1-15). 

[i] Although Portwood et al., teaches utilizing data provided by a pharmaceutical product 
supplier to supply said disease management program related materials (Portwood et al.; col. 7, 
lines 1-5 and col. 8, lines 15-29), and Portwood et al., teaches the disease management regimen 
is transmitted to the patient from a central server (Portwood et al.; col. 7, lines 39-45), Portwood 
et al., fails to teach communication or delivery of the disease management program materials 
directly to a patient, by a pharmaceutical product provider, in conjunction with said counterpart 
pharmaceutical product when said patient fills a prescription. 
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[ii] However, Akers et al., does teach a pharmaceutical product supplier providing said 
disease management program related materials directly to the patient in conjunction with said 
counterpart pharmaceutical product when said patient fills a prescription (Akers et al.; col. 1, 
lines 53-67, col. 3, lines 60-67, col. 4, lines 24-32, and col. 7, lines 15-25). 

[iii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Portwood et al., with those of Akers et al. Such 
combination would have resulted in a system and method for prescribing a drug and an 
accompanying drug taking/disease management program that would allow a physician to utilize 
information provided by a pharmaceutical company to determine the best medical regimen, 
including optimal drug dosages and duration of treatment for the patient (Portwood et al.; col. 2, 
lines 26-30, col. 7, lines 31, and col. 8, lines 15-29). Further, such system would have allowed 
for the delivery of disease management information to the patient upon a prescription dispensing 
transaction (Akers et al.; col. 1, lines 60-67). The motivation to combine the teachings would 
have been to initiate a process for managing a care service process for scheduling appointments 
for monitoring lifestyle, health or disease states or conditions, printing information on the 
dispensed drug, and initiating a process to improve the health of the patient (Akers et al.; col. 1, 
lines 65-67, and col. 2, lines 1-5). 
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[B] As per claim 2, Portwood et al, teaches wherein said step of developing said disease 
management program includes developing a plurality of different management programs for 
each counterpart drug (Portwood et al; col. 8, lines 14-29, and col. 10, lines 48-67) whereby said 
doctor can select which of said plurality of management programs should be prescribed along 
with said drug (Portwood et al.; col. 10, lines 60-67). 

[C] As per claim 3, Akers et al., teaches wherein said disease management program includes 
a diagnostic test for an acute or chronic disease (Akers et al.; col. 7, lines 13-29). 

[D] As per claim 4, Portwood et al., teaches further comprising the step of preventing a 
patient's participation in said disease management program until said patient has received said 
disease management program materials and said counterpart pharmaceutical product (Portwood 
et al.; col. 7, lines 35-56). 

[E] As per claim 5, Portwood et al., teaches the step of providing an electronic host with a 
computer readable site on a global computer network for said patient to communicate with said 
host (Portwood et al., col. 3, lines 42-61, col. 6, lines 1-4 and lines 55-64, and col. 9, lines 35- 
47). 
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[F] As per claim 6, Portwood et al., teaches the step of compiling data from said patient 
(Portwood et al.; col. 7, lines 46-52, and col. 8, lines 37-53). 

[G] As per claim 7, Portwood et al., teaches said compiling step is performed via 
communication with said patient via a global computer network (Portwood et al.; col 6, lines 1- 
5, and col. 7, lines 46-56). 

[H] As per claim 8, Portwood et al., teaches wherein said means of communication comprises 
a computer accessible site on a global computer network (Portwood et al.; col. 6, lines 55-64, and 
col. 9, lines 35-46). 

[I] As per claim 9, Portwood et al., teaches wherein said means of communication includes 
the use of a global computer network (Portwood et al.; col. 6, lines 57-63). 

[J] As per claim 10, Portwood et al, teaches the step of providing prescription adherence 
reminders after said patient fills said prescription (Portwood et al.; col. 6, lines 57-63). 

[K] As per claim 11, Portwood et al., teaches the step of waiting until said patient fills said 
prescription and begins following said disease management program and then contacting said 
patient for feedback (Portwood et al.; col. 9, lines 59-65). 
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[i] Regarding claims 2-11, the obviousness and motivation to combine as discussed with 
regard to claim 1 above are applicable to claims 2-1 1 and are herein incorporated by reference. 

[L] As per claim 14, Portwood et ah, teaches a method for distributing pharmaceutical 
products comprising the steps of: developing a disease management program and related 
materials to be distributed in conjunction with a counterpart pharmaceutical product (Portwood 
et ah; Abstract, col. 2, lines 1-30, and col. 7, lines 16-31); communicating to a doctor said 
disease state management program and said program's relationship with its counterpart drug 
(Portwood et al.; col. 7, lines 16-35, and col. 8, lines 14-29); not allowing participation of said 
patient in said disease management program until after said patient has filled said prescription for 
said disease management program and its counterpart drug (Portwood et al.; col. 7, lines 35-56); 
and providing a method of communication between said doctor and a patient for whom said 
doctor has prescribed said disease management program and its counterpart drug (Portwood et 
al.; col. 6, lines 66-67, and col. 7, lines 1-15). 

[i] Although Portwood et al., discloses utilizing pharmaceutical product information 
provided by a pharmaceutical company to determine a disease management program, Portwood 
et al., does not specifically teach or require a pharmaceutical supplier to supply said disease 
management program related materials in conjunction with said counterpart pharmaceutical 
product. 
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[ii] However, Akers et al., does teach a pharmaceutical product supplier providing said 
disease management program related materials in conjunction with said counterpart 
pharmaceutical product (Akers et al.; col. 1 5 lines 53-67, col. 3, lines 60-67, col. 4, lines 24-32, 
and col. 7, lines 15-25). 

[iii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Portwood et al., with those of Akers et al. Such 
combination would have resulted in a system and method for prescribing a drug and an 
accompanying drug taking/disease management program that would allow a physician to utilize 
information provided by a pharmaceutical company to determine the best medical regimen, 
including optimal drug dosages and duration of treatment for the patient (Portwood et al.; col. 2, 
lines 26-30, col. 7, lines 31, and col. 8, lines 15-29). Further, such system would have allowed 
for the delivery of disease management information to the patient upon a prescription dispensing 
transaction (Akers et al.; col. 1, lines 60-67). The motivation to combine the teachings would 
have been to initiate a process for managing a care service process for scheduling appointments 
for monitoring lifestyle, health or disease states or conditions, printing information on the 
dispensed drug, and initiating a process to improve the health of the patient (Akers et al.; col. 1, 
lines 65-67, and col. 2, lines 1-5). 

[M] As per claim 15, Portwood et al., teaches a method of treating a person with a medical 
condition using a pharmaceutical product comprising the steps of: developing a disease 
management program and related materials to be distributed in conjunction with a 
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pharmaceutical product (Portwood et al.; Abstract, col. 2, lines 1-30, and col. 7, lines 16-31); 
prescribing said pharmaceutical product and said disease management program related materials 
to a patient (Portwood et al.; col. 7, lines 35-60); communicating with said patient after said 
patient begins treatment with said pharmaceutical product and said disease management program 
(Portwood et al.; col. 7, lines 51-60) via a global computer network (Portwood et al.; col. 6, lines 
55-64); and compiling data from said communications with said patient (Portwood et al.; col. 7, 
lines 51-52). 

[i] Although Portwood et al., discloses utilizing pharmaceutical product information 
provided by a pharmaceutical company to determine a disease management program, Portwood 
et al., does not specifically teach or require a pharmaceutical supplier to supply said disease 
management program in conjunction with said counterpart pharmaceutical product when said 
patient fills a prescription. 

[ii] However, Akers et al., does teach providing a pharmaceutical supplier to supply said 
disease management program in conjunction with said counterpart pharmaceutical product when 
said patient fills a prescription (Akers et al; col. 1, lines 53-67, col. 3, lines 60-67, col. 4, lines 
24-32, and col. 7, lines 15-25). 

[iii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Portwood et al., with those of Akers et al. Such 
combination would have resulted in a system and method for prescribing a drug and an 
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accompanying drug taking/disease management program that would allow a physician to utilize 
information provided by a pharmaceutical company to determine the best medical regimen, 
including optimal drug dosages and duration of treatment for the patient (Portwood et al.; col. 2, 
lines 26-30, col. 7, lines 31, and col. 8, lines 15-29). Further, such system would have allowed 
for the delivery of disease management information to the patient upon a prescription dispensing 
transaction (Akers et al; col. 1, lines 60-67). The motivation to combine the teachings would 
have been to initiate a process for managing a care service process for scheduling appointments 
for monitoring lifestyle, health or disease states or conditions, printing information on the 
dispensed drug, and initiating a process to improve the health of the patient (Akers et al.; col. 1, 
lines 65-67, and col. 2, lines 1-5). 

[N] As per claim 16, Portwood et al., teaches wherein said patient chooses to participate in 
said disease management program in addition to receiving said pharmaceutical product before 
said prescription is written (Portwood et al.; col. 7, lines 15-41 and Fig. 2). 

[i] Regarding claim 16, the obviousness and motivation to combine as discussed with regard 
to claim 15 above are applicable to claim 16 and are herein incorporated by reference. 
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[4] Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Portwood et ah, and Akers et al., as applied to claim 1 above, and further in view of Baruch et al. 
(United States Patent Application Publication #2002/0077849). 

[A] As per claim 12, although Portwood et al., teaches collecting and reporting patient 
feedback (Portwood et al.; col. 9, lines 59-65), Portwood et al., fails to teach sharing data with a 
pharmaceutical product manufacturer. 

[i] However, Baruch et al., teaches the step of sharing said feedback with a pharmaceutical 
product manufacturer (Baruch et al.; paragraph [0064]). 

[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Portwood et al., and Akers et al., as applied to 
claim 1 above, with those of Baruch et al. Such a combination would have provider a system 
capable of querying the patient on health matters to receive an updated status as to the health of 
the patient, the effectiveness of the prescribed regimen, or any health problems that may have 
arisen as a result of the prescribed medical regimen (Portwood et al.; col. 9, lines 61-65). The 
motivation to combine the teachings would have been to provide a centralized system enabling 
access to a repository of patient feedback data such that the information collected on each patient 
could be advantageously utilized for direct marketing of pharmaceuticals to the physicians and/or 
patients based on their needs (Baruch et al.; paragraph [0015]). 
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[B] As per claim 13, although Portwood et al., teaches collecting and reporting patient 
feedback (Portwood et al.; col. 9, lines 59-65), Portwood et al., fails to teach using feedback 
information to market pharmaceutical products. 

[i] However, Baruch et al., teaches comprising the step of using said feedback to market 
pharmaceutical products (Baruch et al.; Abstract and paragraphs [0015] [0056] [0064]). 

[ii] Regarding claim 13, the obviousness and motivation to combine as discussed with regard 
to claim 12 above are applicable to claim 13 and are herein incorporated by reference. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Mayaud, PRESCRIPTION MANAGEMENT SYSTEM, United States Patent #5,845,255 

Brinkman et al., COMPUTER IMPLEMENTED MEDICAL INTEGRATED DECISION 
SUPPORT SYSTEM, United States Patent Application Publication #6,697,783 

Malik, SYSTEMS, METHODS AND COMPUTER PROGRAM PRODUCTS FOR 
FACILITATING ONE-TO-ONE SECURE ON-LINE COMMUNICATIONS BETWEEN 
PROFESSIONAL SERVICES PROVIDERS AND REMOTELY LOCATED CLIENTS, United 
States Patent Application Publication #2001/0037219 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert D. Rines whose telephone number is 571-272-5585. The 
examiner can normally be reached on 8:30am - 5:00pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




